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TloaTBepHAIEHME COOTHETCTEIS BEOTHMOTD JSRAPCTHENNOTE Tpenapara TpeboBaRIIM,
YETAROBICHHLIM TIPH €70 rocyIapeTReHHOl perucrpann

M 121 o1 06.04.2020 1.
i Toprosoe HANMEHOBANHE Cinvnper®
| MewayRapoanoe HEMATEHTOBIHROD - i
HAHMEHOBRHUE _ !
Jlexzpcraennas fopua TabneTan nokpsiTeie 000n0uKoH |
Jomposa " E
Dooms BHITYCRD 25 1o7. GamcTep (2) ;
Tomep ceamny (napmn) 0000147228 i
Ofnes cepni (napras) 8700 !
Jlara npoassoscTea 10.2019 1
Togen 10 09.2022 i

Hannexosinue | Gapes NpORIBOANTENA
{¢ yrazanueu Craany NPOMBROACTSA)

TIpoMIBOACTES TOTORON MEKAPCTRERHOM (HOpMb! -
Porreruiopd Papata I'mGX, Teprass / Rotrendorf Phanna
GmbH, Germany Ostenfeider Strasse 51-61, 39370
Ennigerioh, Germany. [Tpowsponctso roTOROR
nexapereerHoil Gopysl - Hparevodapsm, Anorexep Hiotsa
I'u6X. Tepmanna / Dragenopharm Apotheker Puschl
GmbH, Gerinany, Gollstrase 1, 84529 Titononing
Germany. [epapanas ynaxoska, Bropainai
{(nerpefrrensoxas yiaxossa), Hlpouzeomres
(ELnVCRRONIME KORTPOH wauecTsa): Baosopiia CF,
I'epwannz’ Bionorica SE, Kerschensteinerstrasse, |1- 15,
Neumarkt, 92318, Neumarket in der Oberpfalz, Germany

{ Homep # DATL pEryCTPALHONHOTO
VAGETOREDEHHS

fINO1AZ47/02 ov 28.03.2007 r. (nara sameitnt PY
25.01.2018)

Hosep HOPMETHRHOE JOKYMEHTRIBH

TINO14247/02-250118, iom Nei-2

HauMeHoBanMe ¥ aTpec nepaaTeis
PEIMCTRALMOHEOND YAOCTGBEPEHMA

Buouopsxa CE, 'epuaruy/ Bionoriea SE
Kerschensteinerstrasse, §1-15, Neumarkt, 92318, Germany

Hndopuatoaz o0 OTBETCTBEHHOM JRLE
AvcTpnBWMOTONE H £T0 HOAHGMONHA
{TBHO, nomep it 18T2 JOKYMCHTR,
ONpPLAIROIera TIGMHOMONHR)

Bonopns HaTaea KOKCTAHTHHOBHE, IIPHKAY TEHCPARHOTD
anpextopa ot 11122019 Mo UNLIP-CK-2019-11- 1241

Herapernenniit TPENAPAT UM MEAMOMHCKOTO HPHMEREHIA: Canynper®

Cepy: 0000147228 IponssoscTea: Porreropd Gapaa TMEX, Tepwanus / Romendort Pharmm GobH.
Germany Ostenfelder Strasse 31-61, 58320 Ennigerioh, Germany.

CooTseTeTsyeT TpeOOBEHIAM, YCTAHORNEHHBIM NPH E70 TOCYApCTREHHON PErHCTPALNH.

33 BROR NSKAPCTHCHHSIN CPEACTB B
rpIKIBRCKHE obopoT

o~
A
77 e
|2 L] Bonbenk HK

2on
greid T
3 5 1548
g



O61ecTBo € OrpanuierHON OTBETCTERHHOCTLIC

«LUeHTp KOHTPOAA

Ka4yecTBd

BIOIAID,

115675, 1. Moewss, Kamupowoe w., 324, cip.d, Tens B (495) 781-2842, & (4955 7512043

Arrecrarakkpepnanni M RARUZILKO o7 22.07.2005 ¢

Ipororos ucnsrratsi Ne 797 TT1 ot 06.04.2020 e

Beero crpannt 2
" E

OfuexT senaT2HIH Cunynper®, TebreTE HOXPUTRE DdoavHEol 13 WT., yrEkorki #HERRORNE i
KoBTYpHbie (2), xopoliu repronwue |
Cepus 0000147228

£rpana

Tlpeanpaamie-uararonutest,

Porrempond Dapara DX, Pepsain

pensrreind

Ocnopanme At BROBeReNni

Hanpeancwse K 5 or 01.04.2020

Hanvenosanne n aapec

THO0 w WA A e

JAHBHTEAR 115093, . Mocxss, -3 Winxosexnil nepeynox, mom Mo 23 B
- Keaumecrss sbpninas 3vn
HopsMarneinf 20KyMoIT T Mo 14247/02-250118, Ham |
Cpox roanaecTs £1.002022
Qnpeaesgemiae Hoparw HIL Prayanpamst senbtTanyi
HOREIETENH - iz
Oipcaunt BusyansHiit Koyrasie seoaxonmaykime meinenos,
Kpyrase sosxonwnykase Tz, foxpeITHe 0BONONKOR IEATROM MATTR ¢
roxphiniee o5NTHRDR JEREHOTD LRETA € TARLKOR ROBEPRIVCTHIC.
IREAEEOT NOREPEHLCTRIC.
b HADOME BB TRE CADS! BRYTpesinif - oT
Ha ianome 81aks TPK CA0R! BNyTREHNE -07 CEETIO-KOPHTHEROTO € SCAEMOBATHIN CTTRIKIN
CBETRO-KOMNUINDOTD € JEACHOBATAM OTTeHNgst | UBETS; Cpeasuil - caoh Genoro weTa;
20 ROPIMHOSOTO UBETS, JonycTiu Geame BADYRIMR - ILATHOTD 1L8ETR.
papusistians; cpeannil «caok Senors wupeTa; !
MEDYHHL - 3EASHOIO LBRTA.
YnakosKs Tlo 25 rabneTo, nospuism: ofoRoyxoR Tio 25 vatiserox, maxpsrrsix ofenouncil
: NoMEARY § CARCTED #3 RUOMMHRCHON Boeit | poMeuene & GaucTep V0 Ao ERIEROT
! 0 GOaLTH 3 :
NOBIBHHITHUIIOHA NOAMBHINTHARHEIONHINOR | ROMIDHEINOPIA/ ROTHRIN TS U ACR RO i
TASHKG, TLRAEH.
fin 2 wim 4 Saucreps amcore ¢ uuctpyimieh o | 1o 2 Snucreps paelye © MUCTPYRUHER 10
TP HMERERING DOMCUIZIOT § RENRY BIDTONHYID, | RDMsSHEWIND TOMEERO ¥ DBy KEpTOHINGD
Mapxnpopka (Maa Belor 11.03.2019) Ha pyrowosm mising YREiano!
Ha pycoros AlKe YERISIDRDT, - Wi GAHCTEDEe: TOPIDEOE HASRANKS TRENADETE ©
- wa SR4CTERS: TORTOR0E HAIBEHRE NPENSPETA T | npeaynpasmemsuol wapkepowkoll £, i
npesyipetiTEmei sMapkiporsoil & RERUDCTECHINS GUDME: HOMED CEDRIE 2874 i

Nporowon wenutanui Ne 797 TN or 06.04.2020

Crpanmga Luz l
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ACKEPETHEHILYIO POPMY. HOMEP Cepinr AdTY
HITOTORASHME, HETY ORONNRINR CPORE
FOOHOCTH.

- W2 NeYKe KApToMHGil: Toprosor

HEIBIHIE DDENLPATE © DPpedynpeanTensmof
wapkupoBxoR &, ACKApCTBCRIYIO GUPMY;
RORMSECTRO TRBALTON B VKDY, COCTAL C
YHABAHHEM HEUBAWHR 1t KOAHMOCTS AXTHBILY
roMnoNTos (IASEANHE BXTHBMNY
KOMUOKERTOS NphsaarTes e yionanns

ARTHRCENX HOSEAHIA NPORIBOATIAX

pacTEnMil), YRATAMKE © TOM, STO RpCOEpRT
CORSEKHT ATy, copBuwros, raxnsy H
CaX2POTY; HHPOPMAUNOHNYIO BRANHCH: «fns
Aeseunt OCTPHR ¥ XPOHMMETKHY CHIYCHTORS,
HAIBAHHE PHPMUL-{ITOTOERTEAL B 02 A8DEC;
CROCOl NOUMEHSHIS, YENORUR OTIYGRR]

YOADBAR XPAHSHIE, NPCAYHPLANTLILIGIE

g eColimenaine IHCTDYRUMO!S,

X panrts 5 HefocTynHoN ant AeTeh MetTely;

WTPHXOB0H K0A] HOMED CRHAETEALETER B2
ToBaphsil INBK. POrHCTRRUKCHALMA RoNep.

Hi fasxy s2pronpyio BEMOCST: HOMSP CEpHE
(sCeprune), 22

Ty ssroTeanenns («dave wran);
AT OROHSEANS CPORS POLHCCTH [T oREN 20 )

TloncAIKHTEIEND B3 RIYKY KATTOHHYIO
SOIMONCHO MEHECEHHE CIEAYIOUIHA ARHHAIX:
HAGHBMIYARBHOCD semsinoro Homeps (aHnn
wostepn); raoBiienoro HosETHiRRLIDmEINND
saseps («GTIN:R) # £REACTED RASHTHAINAIM
B BREC MAYNMEPHIID WTPHNOBATO KOA,
Jotiomnrre unn #3 NAUKY KEFTOHNYY HBHOCHT
tspndron bpadas (wpndron B AREnRX]
REISEHHE OPENLDETY; AonoANETeThHel sHax
IRANTHE, NPERCTERIONIE CobOR BatyRamll
KpyT AvemeTpom 23 Mm, BainoaieiHui
TPENREnILIM THCHEIMCH C ONTIIRCKN
SIEHIOLIMER HIOEpIREHIEN,

Honoumerresso s aarunie na Sancteps ¥
natRe FRDTONHON YRATRERCT RO GHpME ¥
aro rpadiritcroe s30SpancHite. '
Kpassue:

13 oprruHanROH YIAKODNE, AP TEMNEPETVDE
he puiwe 25 70

WADTOATBENHA, ARTE ORGINAHH SPOKE
FORROITH.

-~ HE NaKS KAPTOHBOR, ToproBe

HIIRERAC NIPLUACATA © NpaTyIpERNTLabHOR
seapxaponxoll B, nerapoTeeniAs fopn;
xomIeeyso TebATION § YIRKOERS; COCTRR C
YIBIAHICH HEMRHRE § KOOTTECTR SETHRRAX
EOMUORENTOR (HaiBaiTile ARTREME
KOMTONEHTOR npsoasTen Dot Yrasanny
FATHACKHX HAI82REA TROKIBOMAIIX
pacTeauil); YRAAHUE O TOM, WT0 NpENapAT
CONEPHET ARKTOTY, COPHITOA, TASKOSY H
caxaposy; RudopMAtoIEY REsNICY: « [l
DEHRANE DOTRRIK 3 XPORUHEEIHN CHUEYTHTON?,
WaIzaH e BHpME-HITOTOBITRRS 1 20 BlpE]
CHOCOD RPHMSHEHHN, YCATAHY UTHYORE
YUHGHNR XPAHEKHA; NDeayDPaUanIsHME
sAARGSH wlooimonaite mUCTpY R0 s,
CAPRHNTS B HEAOUTYHHOM 28R IoTTi ettty
WrpHkosoh KA, HOMED CRUBSTAARMTTER He
TOBAPHMEA JURY; PETRCTRALMORMER HOMED.

Fa nauxy ¥apToHEYIO SanoCRT. #oMEpR Cepill
(uCopnsiz}; nare karoronnenna {«flavs wara),
nnTa oxomanyg cpoka roanecty {«omes
o ) 8

Jonomoseasiio ke NaiRY RENTHINYK
wanscexo: wpndros Bpafine (upudron s
Lnensy} HATRIAE NRENANETE]
SUROANETSALHIE THRK SARINTL,
npencrassnomnR colol wany i xpyr
AuaMsypos 23 M, SHO0GARSHHLUR

TPEIMEp MBI TRCHEHIN £ OfTiMetan
MEHHOIOMMCE HICTpRRenHCM.

Honeanwreaenc 1 sarmins B Gauctope ¥
faxg KAPTOUMOH YREIANG SOroTHE QHpRE ¥
#10 FpadHHecRos nICipamEHpe.

Komngane:
= Qgﬁmmmmﬁ PIREOBRS, 1Y TeMDEpATY
he mene 75 °C

i Cpox roanoeTs

3roma

3 roza,

MPEACTABAERHHBIE OBPA3UBL COOTBETCTBY IOT TPEBOBAHNSM BOPMATHBROTO AOKYMEHTA
O NPCBEPEHHLIM NOKAIATEAAM

Tlprsesanpe: Atnustll DPpOTOROR HESPEROBERIR KACERTOR TONLED 0DpASLI0D, ROASEPIUY TR JTIN ACCALAORRININ.
YACTIMHGE KONKPOSEHIC IV NONHAN TEPeneNeTHs NPOTORDAR HOCIEAGIaITE JanpLErIees,

Oruercrse RIS HODOIHTEAN

Tipoyoxoa vennrranuh Ne 737 TT o7 08.04.2020

Heporpyess LH.

Crpavmue 24z 2




CEPTUOUKAT AHATIU3A

Cunynper® rabneTkw, NoKpwITLIe 0GonoNko# 50 wT.

Ne copuu: 0000147228 MpOK3BOAUTENL FOTOBOR NEXAPCTHEHROA POPHILL
Porrenaond ®apua [MEX; Octondenbasp Wrpacce 51-61,
59320 Bunwurepno, FepManna

[ara apovsnogerea: 10.2048

Fapew go; 03.2022 HepMaTHEHAA [OKYMEHTZLUNA:

flara seinycka: 12.03,2020 1 NO4247/02-250118, Wamenenue Noi-2

Nowxazateni Meronm Hopang Peaynnvathl

Onucanag Busyamuaad  Kpyrmmie gecrxonsinyine TR nospse GoorseTcraysT

CBoNOMED R FANAHOMD LBETE & MARKCA NOSEMMHOCTH, Ha
HSA0MS BRIHN THH CTIOR] BHYTDENIAR - OT (B8TN0-
KOPUMHESOTD © JENSHIRETHM TTTEHRGM [0 SIRIRHa8i0
LBBTS, ACITYCTHMY! BEMMR DIDANIEHIR, CRSINAR - CHok
BEnor0 LESTE HBDYRHE - JeNesiND LUBeTR.
s FogrnsHecTs TGX OUEHRBAOT NOYSEHIYIO XDOMITOIRaNNY 8 Y O-coeTE npu Cootparcinyet
< {hN380HOURN Atvane sonss 3565 w. Ha XPOMATOIDAMNES KINBTYEMOND
oo ciiss OpEoRates 30k ¢ RToxono 076, 0.5,
NIPIKTEPHER J0ME OPANMEDOID UDETR o Ri owane 0,2 sonbi
¢ R osono 0,8 w 0,9 rorylion w castro-anylero ueetd.
[onyxasTon NpMCYTCTBNE ADTOMHTRIGHEE 304
, CREHNEBOIO WK KRATOIO USETE.
- FOpa TCA CUeHUBBIOT NENYMEHHYIO XDOMSTOIpantMy ApH AHSaHGM Coorosremye?
caeTE Ha XPOMSTOIPAMIS UCTMTYBAOD PACTRORE oM
OBHADYAHBETSER BT orpouwEHHBE o R
oxano 0.1: 0,22 0,4 MBTTO-IDEUUHETO LBETS, 30Ha & RY
- oxoio (1,45 KpacHi-XOpI-HERSTD UBLTA, 0Ha T Ri gxero
(.55 3eneMoBaTO-S0pREHEENIT LUBETE, Ootyomarcs
[IpHCYTCTEYE AONOIHMTEIbHI SO 7 XD2CH0-
KOPAMHEBOTD, MANTD-KOPIMHEE0ND, JENSHORSTD-

EOpUNHESHI (138708
Cpappan wac0a v e X Cpzusnn macce 260 mr 2 E% 282 wr
CAMCDOLHOCTE MACTH D HEDOAHOCT: MBCER
18/20 ve Gonee 0% CooTsaTiTayeT
2020 we Bonee 20 %
PacnagnomocTts res X He Hones B0 wst, B 3008 npk Temasparyps 37 °C ZH g
2 2 °C arm 6 TRBNETOR © NpIMGHDHAEM JCK0R.
IApoBasnGIWNeCKEs T Al Kateropwa 3 B CooTeETCToyaT
UHETOTE
KonpeoTRanRod onpaacnenie
- Bepleuanus BIHK 5.3-1.0 mrrab 0.6 rifrad
- VaopamuaTan-3-0-1pm- BIWX 0.1 -04wrirab 0,1 mtrall
~ unwosus (PnaueioNa X}
Yraros 1o 25 12606 rox, NOKPbITLX DFCRCWNOR ROAeWAIT B TrncTep il CoorseTcinye?

amonnanreach hoitsid v nonmmuw‘mmswmmmmwnvwk
anen, (1o 2 ik 4 BRUcTepa SMECTS © WHCTRYAMER TIC NPRMSHENED
§ ROMEWAKT B NENKY HEDTOHHYD.
B coovpercmm ¢ HI Cooragromaver

- ATE s HE N0 MECTY 1 BOSMOHN MR0SSABHAR nerdTana, Met yO0CTOREDREM, IO
B radneTin, NoKpLITLIE GB0RONROR COOTRETITOYIOT Tpefiosaimsi cneUApwa i,

) YIBKOBKS, TR TEMNSPATYEE HE Biie 25°C,



